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DETAILED ACTION 

1 . The following is a complete response to the amendment filed October 6, 2008. 

2. Claims 1-45, 47, and 49-60 are currently pending, with claims 1-34, 37-45, and 
51-60 withdrawn from consideration. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 35, 36, 47, 49, and 50 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. There is insufficient 
support in the disclosure for the limitation, "the aperture having a first opening and a 
second opening" in lines 7-8 of claim 35. The disclosure does not recite the term 
"aperture" or "opening", much less a "first opening" and a "second opening", and it is 
unclear what equivalent structure in the specification may be defined as an aperture 
having a first opening and a second opening. 

Additionally, there is insufficient support in the disclosure for the limitation, "when 
the device is in the first configuration the aperture retains a mandrel therein, the 
mandrel preventing release of the at least one tethered anchor, and wherein when the 
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device is in the second configuration the mandrel is at least partially withdrawn from the 
aperture to release the at least one tethered anchor from the housing body". The 
Examiner notes the specification provides support merely for "the housing, balloon, and 
pivot mandrel may be withdrawn before or after cinching" (U0054). The specification 
and drawings do not disclose the mandrel may be withdrawn independently from the 
housing or that withdrawing the mandrel at least partially from the aperture releases at 
least one tethered anchor. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 35, 36, 47, 49, and 50 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Claim 35 recites: "at least one 
aperture disposed longitudinally [in the housing side wall] the aperture having a first 
opening and a second opening". It is unclear how a single aperture may comprise two 
openings. 

Furthermore, it is unclear if the "aperture" Applicant is referring to is the lumen of 
the housing or the side opening of the housing. In lines 6-7 claim 35 recites, "wherein 
the side wall has at least one aperture disposed longitudinally therein", which suggests 
Applicant intends the aperture to be the opening in the side wall of the housing. 
However, in line 9 claim 35 recites, "when the device is in the first configuration the 
aperture retains a mandrel therein" and in line 12 claim 35 recites, " the mandrel is at 
least partially withdrawn from the aperture", which suggests Applicant intends the 
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aperture to be the lumen of the housing holding the mandrel. For the purpose of 
Examination, the Examiner is interpreting the "aperture" to be the lumen of the housing 
extending in a longitudinal direction, the "first opening" of the aperture to be the 
longitudinal side opening of the housing, and the "second opening" of the aperture to be 
the distal end opening of the housing. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

8. Claims 35, 36, 47, 49, and 50 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Adams et al. (US 7,004,958). Adams et al. disclose a device for 
performing a procedure on annular tissue of a heart, the device comprising an elongate 
body with a housing (40) at the distal end thereof. The housing has a housing body for 
retaining at least one anchor (30). The Examiner notes the limitation of the tethered 
anchors is not positively claimed, and thus Adams et al. meets the limitation by being 
capable of retaining at least one tethered anchor. The housing body comprises a side 
wall (42) spanning a longitudinal length thereof, wherein the side wall has at least one 
aperture (lumen of housing body) disposed longitudinally therein. The aperture has a 
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first opening along the side wall (44) and a second opening at the distal end of the 
housing. When the device is in a first configuration, the aperture, or lumen, retains a 
mandrel (50) therein, where the mandrel is capable of preventing release of the at least 
one tethered anchor (Fig. 7). When the device is in a second configuration, the mandrel 
is at least partially withdrawn from the aperture to release the at least one tethered 
anchor from the housing body (Fig. 8). 

Alternatively, the aperture may be interpreted as the side wall aperture (44) and 
the first and second openings may be interpreted as shown below in annotated 
Figure 4: 




The Examiner notes the mandrel is not positively claimed, and thus the aperture meets 
the claim limitations since the slit is capable of retaining a mandrel (or any other 
structure except a liquid) in a first configuration. In a second configuration, the aperture 
is capable of having the mandrel at least partially withdrawn from the aperture to 
release a tethered anchor. 

Regarding claim 36, the elongate body comprises a rigid shaft. 

Regarding claims 47 and 49, the housing body is capable of retaining an anchor 
comprising a curved hook (Fig. 3) and the aperture is capable of retaining a pivot 



Application/Control Number: 10/656,797 Page 6 

Art Unit: 3734 

mandrel. As previously noted, the anchors and mandrel are not positively claimed. 
Thus, the structural and functional limitations of the anchors and mandrel do not hold 
patentable weight. 

Regarding claim 50, the device further comprises at least one expandable 
balloon (60) that aids in driving anchors into annular tissue by urging the housing 
against the tissue into which the anchors will be driven. 

Response to Arguments 

9. Applicant's arguments filed 10/6/2008 have been fully considered but they are 
not persuasive. 

1 0. Applicant argues the Examiner's interpretation of the term "aperture" is illogical 
and contrary to the ordinary definition of the term. The Examiner respectfully traverses 
the Applicant's remarks. Dictionary.com defines the term aperture as, "an opening, as 
in a hole, slit, crack, gap, etc.". Thus, the lumen of the device may be interpreted as an 
aperture in the sense that it is a "hole" or "gap" in the housing, wherein the lumen or 
aperture is bounded by the housing walls, not some "imaginary volume of space" as 
Applicant contends. Furthermore, the Examiner notes the specification does not use 
the term "aperture" at all and the disclosure is unclear as to what aperture Applicant is 
referring to, especially with the claim amendments that the aperture comprises first and 
second openings and retains the mandrel therein. 

1 1 . Furthermore, Applicant argues the aperture of Adams is merely a breakaway slot 
in the side wall of the housing and while the side wall has an aperture therethrough, it 
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does not have an aperture disposed longitudinally therein. The Examiner respectfully 
traverses Applicant's remarks. The aperture 44 of Adams clearly extends in the 
longitudinal direction of the side wall and as acknowledged by Applicant, the side wall 
has an aperture therethrough. Thus, it is clear aperture 44 is disposed such that the 
side wall has an aperture longitudinally therein. However, in an alternate interpretation 
of Adams as shown above, the aperture may be interpreted as the lumen of the housing 
(40), which clearly extends in the longitudinal direction of the side wall such that the side 
wall has an aperture disposed longitudinally therein. 

12. Finally, Applicant argues Adams does not disclose a mandrel preventing release 
of the at least one tethered anchor. The Examiner first notes the limitation presents the 
issue of new matter as shown above. Secondly, the mandrel is not positively claimed 
and thus as the claim is written, the aperture need only be capable of retaining a 
mandrel that prevents the release of a tethered anchor. However, the Examiner notes 
the mandrel of Adams is indeed capable of preventing the release of an anchor by 
positioning the anchor such that it is not adjacent the slot (42) of the housing. Whereas, 
when the mandrel is moved, the mandrel causes the anchors to pivot out of the housing 
(Fig. 8). The configuration of the slot and the position of the mandrel work together to 
prevent the anchors from being released from the housing. 

Conclusion 

1 3. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

14. A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KATHERINE M. DOWE whose telephone number is 
(571 )272-3201 . The examiner can normally be reached on M-F 8:30am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kevin T. Truong/ 

Primary Examiner, Art Unit 3734 

Katherine Dowe 
March 9, 2009 



IK. M. D.l 

Examiner, Art Unit 3734 



